
P.02 H. 12-13-1999 06: 14PM FROM WQTSON 8 PFlRKER TO 12026377326 
i.. 
*. 

Re: ; Risk:to Patient Gafiety ftsffl Reprocessed Used Single Use Medical Devices 

i $d $6zg to you 9 a United States patient that has been injured by the m&e of a 
@i$$ use medicai @ice. In 1993, I was admitted to the hospita1 for cataract surgery. 
&~&own& to me; -this hospital regularly reprocessed single use tips of r-ble . 
@T&al probes us& m catarzu% surgery. Unfortunately, I did not @t a new single use tip 
+di &ring my prokdure, a reused tip was used and failed. As a result, I a& virtually 
l$inb in my right eyei, and due to constant and severe pain, I will likely have ky eye 
fepl/xecl with a gIas4 eye later this-year. 
bot$ me %d my fan$Iy. 

You cannot know the anguish this has caused 

ve k&t strongly entigh that we brought suit against the hospitaf. The jury found’ that ‘my 
i$u@was a result oba tiled reprocessed used single use. device and asses& 
c+&&atory dama& of $100,000 again& the hospital for negligence and &cemplary 
(td3gqs of $ WO,O$ against the hospital fir gross negligence. 
r@ig$nce as a totaliwant of care for the patient. 

The judge d&fined gross 
The Tek *peals Court recently . 

t@dtdmeb the jury’s kdkt indicating that there was not sufficient evidenti that the 
i$$y%vaq 3 result ofthhe tip being reprocessed. 
ji?ryl 

Obviously we disagree and so did the 
It isdear that the tip must have worked at least the first time or it would have been 

thro!ti away. It wd never intended to work more than that one time and w& not FDA 
apptoired for multiple uses. Yet it was reused on me, failed and now I’m blind in one 
e$e.! we +re appealing to the Texas Supreme ‘Court. 
:, I 

believe patients in the United States should be put in the position of determining 
otiy FDA approved devices are being used on them. This is the typ~ofpractice 
aisociates with third w@d countries not the United States. I want to know why 

A is allowing :this practice to continue. 
.iI 

yuunderstanding that the FDA has publicly stated that reprocessors are 
tifacturers” under the law and subject to all the regulations that the original 

of the+ devices is subject to. Uflotinately, I also under&&that FDA is 
some of the most important regulations - that is requiring reprocessors to 

that these devices are safe and effective for multiple uses m the 
Such enforcement may have prevented my in&y1 
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w wderstand &hy the FDA has chosen to ignore an issue that is so imbortant to 
$sa@-y. 
ospital 

Unit$ States patients rely on the FDA, and we have clearly bbn let down. 
did not tell me that they were going to use these unapproved anti unlawfitl 

ss OJI me, nor did the hospital charge me less for my procedure. This wks not done 
tie; the patient, in mind. No one is claiming that my best interests werti served by 
a reused tip. Furthermore, I czuu~ot think of how 1 might have protecteij myself. I 
3. ide+ that this $ype of practice even existed. 
en the doctor. 

I was not, therefore, in a position to 
In my mind, this type of unapproved activity is exactly what FDA is 

ied tb protect n$e from. 

;,I understand that the RIA recently pr$osed a w policy to regulatelreprocessed 
&e devices. Why? Doesn’t reprocessing a single use device simply &ke it a 
11~ d&ice and &sn’t the FDA reguIated these devices for years tinder the existing 
t&s? I’m atid that FDA is again trying to avoid till regulation of re’processors, 
qnot undemaild bhy. 

. 
I was injured, I uhderstand that a 32 year oId Roman in 

si was injured when an electrode fell off and became lodged in her he&, and I 
iand from artic!es in USNews & WorZciRepoH, USA TCJ&Y, Forbes, the NY Rnes, 
$fies and ti+ that there are many other injuries. What is the FDA waiting for? 

tin&y, I can&t make it to your December 14* town meeting. 
@y health wiII hot permit ine at this time. 

I would truly like 
I would a&k you, though., to #ease have 

$er read into the record at that meeting ti provide at least some commeht from the 
:S’ perspective. ’ 
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